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DETAILED ACTION 
Response to Amendment 

1 . The amendment filed 7/01/05 has been made of record. The text of those sections of Title 
35, U.S. Code, not included in this action can be found in a prior office action. Claims 1-46, 48, 
50-76, and 78-80 are pending in this application. Claims 41-46, 48, 50-55, 71-76, and 78-80 are 
under consideration. Claims 1-40 and 56-70 are withdrawn from consideration as being drawn 
to a non-elected invention. 

Objections/Rejections: Withdrawn 
Claim Objections 

2. The objection to claim 43 as a dependent claim that fails to limit is withdrawn due to 
applicant's amendment. 

Claim Rejections - 35 USC §112 

3. The rejection of claims 41-43, 45-48, 50-55, 71-73, and 75-80 under 35 USC § 112, 1 st 
paragraph, as lacking enablement for agents other than immunogenic Ap is withdrawn in 
response to applicant's amendment. 

4. The rejection of claims 44 and 74 under 35 USC 112, 1 st paragraph, as lacking 
enablement for other agents is withdrawn in response to applicant's amendment. 

5. The rejection of claims 41 and 71 under 35 USC 112, 1 st paragraph, as lacking written 
description of immunogenic agents is withdrawn in response to applicant's amendment. 

6. The rejection of claims 43 and 73 under 35 U.S.C 1 12, 1 st paragraph, as lacking written 
description of A0 epitopes is withdrawn in response to applicant's arguments. 
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7. The rejection of claims 44 and 74 under 35 U.S.C. 112, 1 st paragraph, as lacking written 
description of immunogenic agents is withdrawn in response to applicant's amendment. 

8. The rejection of claims 43 and 73 under 35 U.S.C. 1 12, 2 nd paragraph, as indefinite in the 
recitation of "fragment" is withdrawn in response to applicant's amendment. 

Objections/Rejections: Maintained/New Grounds 
Claim Objections 

9. Claim 78 is objected to because of the following informalities: Claim 78 depends from a 
cancelled claim. Appropriate correction is required. 

Double Patenting 

10. The rejection of claims 41, 42, 45, 47, 48, 71, 72, 75, 77, and 78 under the judicially- 
created doctrine of obvious double-patenting as unpatentable over the '138, '139, '140, '143, 
'144, '849, '850, '427, and '888 patents is maintained for the reasons made of record in the 
office action dated 4/07/05 and newly applied to claims 46 and 76. 

Applicant has amended claims 41, 44 and 74 to recite a Markush group of "Lewy body 
diseases." Applicant argues that neither the patents nor the secondary reference, Kotzbauer et al, 
teach that the therapeutic strategies directed to inhibition or reduction of A0 deposits are likely to 
be successful in LBD distinct from AD. 

Applicant's amendment and arguments have been fully considered but have not been 
found to be sufficient to overcome the rejections. It is agreed that Kotzbauer does not address the 
role of Ap deposits in LBD. However, the nexus between the pathology of LBD and of AD was 
well known in the art at the time the instant application was filed. In their analysis of the clinical 
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pathology of LBD, Hansen et al. (Chapter 14 of Functional Neurobiology of Aging, 2001) 
indicate that "most, but not all, dementia with lewy bodies [for instance] have more AD 
pathology than age-matched controls [page 176, right column, top].' 5 The patients would also 
present with dementia indistinguishable from that of AD, and therefore would be treated the 
same and be part of the same patient population. Hansen et al. go on to state, "If neocortical 
amyloid is on hallmark for neuropathology diagnosis of AD, then most LDB brains have 
concomitant AD. Most LBD brains not only have as much neocortical amyloid as AD 
specimens when measured immunocytochemically, but typically have as many neuritic plaques 
as AD brains and far more than age-matched controls. Therefore, they meet the 1985 NIA 
criteria for AD and because many of the plaques are neuritic, albeit usually lacking tau-positive 
neuritis, they also typically qualify as 'definite or 'probable' AD according to criteria from the 
consortium to establish a registry for AD." 

Therefore, patients present both cognitively and pathologically as AD patients and would 
be treated as such, and the instant claims are not patentably distinct from those of the cited 
patents. 

Claims 46 and 76 are newly included in this rejection because they differ from the 
rejected claims only in that they recite dosage regimens. MPEP §2144.05 states that 
optimization of ranges such as are specified in these claims is routine experimentation that does 
not render an invention unobvious. 

Applicant speculates that claims drawn to other specific Lewy Body diseases were 
omitted from this rejection because it was recognized that there was no indication that Lewy 
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Body Diseases other than Alzheimer's disease could be treated as claimed. These claims were in 
fact omitted because the cited patents do not address these species of disease.. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

11. Claims 41-46, 48, 50-55, 71-76, and 78-80 are newly rejected under 35 U.S.C. 1 12, first 
paragraph, because the specification, while being enabling for methods of treating patients 
suffering from Alzheimer's or Parkinson's disease by administering immunogenic Ap, does not 
reasonably provide enablement for prophylaxis or for "therapeutically treating" any disease, nor 
does it provide enablement for treatment of any disease other than Parkinson's disease and 
Alzheimer's disease. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to practice the invention commensurate in 
scope with these claims. 

The factors considered when determining if the disclosure satisfies the enablement 
requirement and whether any necessary experimentation is "undue" include, but are not limited 
to: 

1) nature of the invention, 2) state of the prior art, 3) relative skill of those in the art, 4) level of 
predictability in the art, 5) existence of working examples, 6) breadth of claims, 7) amount of 
direction or guidance by the inventor, and 8) quantity of experimentation needed to make or use 
the invention. In re Wands, 858 F.2d 731, 737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988). 
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The claims encompass prophylaxis, as well as "therapeutic" treatment. Stedman's 

medical dictionary (27 th edition) defines "prophylaxis" as 
Prevention of disease or of a process that can lead to disease . 
"Therapeutic" is defined as 

Relating to therapeutics or to the treatment , remediating, or curing of a disorder or disease . [G. 
therapeutikosl ] 

Thus the claims encompass both preventing and curing Lewy Body diseases. Neither the 
prior art nor the instant specification provides guidance to indicate that any of these diseases can 
be either prevented or cured. Vickers (Drugs Aging 2002, vol. 19(7) pp. 487-494) teaches that 
there is "no effective treatment currently available to reverse, slow down, or prevent" 
Alzhiemer's disease and most brain diseases (p. 487, column 1). 

Claims 44-46, 48, 53-55, 71-76, and 78-80 encompass treatment of numerous diseases. 
The nature of this invention is thus highly complex, and is a method for treating a Lewy body 
disease that encompasses 18 different designations of the disease (see Hansen et al.). Therefore 
the invention attempts to treat generically a variety of diseases with different characterizations, 
different etiologies, cell populations affected, and highly variable neuropathological alterations 
and severities. 

The prior art teaches 18 different characterizations of "a Lewy body disease [see Hansen 
et al., table 14.1]." It also teaches that the diseases have different characterizations, and the 
genetic etiologies characterized thus far indicate many proteins are linked to Parkinson's. For 
instance, at the time the invention was filed there were already at least 5 known gene linkages, 
suggesting the origins of a Lewy body disease are variable (see table 14.3, Hansen et al.). 
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Moreover, because the art teaches that most LBDs are associated with A(3 deposition and 
therefore meet the criterion for 'definite' or 'probable' AD (as described above under the 
Obviousness Double Patenting) rejection, one skilled in the art would not know what other 
distinct diseases the invention would be useful for. Furthermore, as it relates to the use of 
antibodies, or passive immunization, the inventor's own post filing dated work indicates that it is 
not known if antibody treatment of PD mice results in improvement of behavioral or cognitive 
deficits (Masliah et aL, Neuron, 2005, vol. 46, pp. 857-868,) 

The specification provides a few examples of a mouse models of AD and PD, and 
AD/PD crossed mice and their treatment with Ap. The treatments reduce Ap or synuclein 
plaques or deposits. However the specification does not teach how to treat any other Lewy Body 
disease, nor are the mice used representative of generic "lewy body diseases." They are, in fact, 
understood to be mouse models of AD and PD, and to the extent that AD and PD are not part or 
whole of any given LBD, the models and treatments are insufficient in disclosing treatment of 
the non-AD diseases characterized by Lewy bodies. The specification does not teach the use of 
passive immunization as a bona fide treatment of PD or any other disease. The inventor's own 
post-filing date disclosure indicates that, even now (2005), "...further development of this 
approach might have a potential place in treatment of LBD [Masliah et al. page 865, left 
column]/' indicating it is really unknown, even at the present time, whether the applicant's 
invention will work at all in the treatment of LBD. Therefore, it is also unpredictable as to 
whether the applicant's invention will work. 

Therefore, given the complex nature of the invention, the contradictory nature of the prior 
art, the lack of working examples and guidance from the specification, and the unpredictability 
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of the art, it would require undue experimentation for one skilled in the art to make or use the 
invention as currently claimed. 



Claim Rejections - 35 USC §102 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 35 1(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 2 1 (2) of such treaty in the English language. 

12. The rejection of claims 41, 42, 44, 45, 50, 54, 55, 71, 74, and 75 under 35 USC § 102(e) 
as anticipated by US2002/0187157 and US2003/000086938 is maintained for the reasons made 
of record in the office action dated 4/07/05. 

Applicant argues that the Jensen applications do not intend to treat diseases such as 
Parkinson's. 

Applicant's arguments have been fully considered and not found to be persuasive. The 
applicant is directed to the section of Jensen et aL, called "Background of the Invention," 
wherein it is stated that "amyloid is associated with diseases such as systemic amyloidosis, AD, 
maturity-onset diabetes, Parkinson's disease, etc." Applicant is next directed to claim 34 on 
page 34 of Jensen et al. wherein "a method for treating... Alzheimer's... or other diseases and 
conditions characterized by amyloid deposits..." The methods relates to the administration of 
A|3 (see claim 20). Since "amyloid is associated with...parkinson's" and Jensen et al. claim 
treating "diseases and conditions characterized by amyloid deposits," Jensen intends to treat 
Parkinson's disease. 
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Conclusion 



No claim is allowed. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Steven Standley whose telephone number is (571) 272-3432. 
The examiner can normally be reached on Monday through Friday, 8:00 AM to 5:00 PM. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Janet 
Andres can be reached on (571) 272-0867. 

The fax number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Janet L. Andres, Ph.D. 
29 September 2005 




